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Calendar No. 951

[Report No. 106-504]

To amend the Federal Food, Drug, and Cosmetic Act to provide for uniform
food safety warning notification requirements, and for other purposes.

IN THE SENATE OF THE UNITED STATES

May 27, 1999

Mr. ROBERTS (for himself, Mr. WARNER, Mr. HARKIN, Mr. KErRREY, Mr.
LuGar, Mr. McCoONNELL, Mr. Jonxson, Mr. Enzi, Mr. BuNNING, Mr.
CocoraN, Mr. BURrNS, Mr. SmiToO of Oregon, Mr. SESSIONS, Mr.
SANTORUM, Mr. COVERDELL, Mr. CLELAND, Mr. GREGG, Mr.
BROWNBACK, Mr. ALLARD, Mr. ABRAHAM, Mr. GRAMS, Mrs. LINCOLN,
Mr. AsHcrorT, Mr. HUTCHINSON, Mr. SHELBY, Mr. HrLMmS, Mr.
CRAPO, Mr. GRASSLEY, Mr. RosB, Mr. BaAucus, Mr. INHOFE, Mr. FI1Z-
GERALD, Mr. GORTON, Mr. REID, and Mr. HarcH) introduced the fol-
lowing bill; which was read twice and referred to the Committee on Agri-
culture, Nutrition, and Forestry

OCTOBER 17 (legislative day, SEPTEMBER 22), 2000
Reported by Mr. LLUGAR, with an amendment

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To amend the Federal Food, Drug, and Cosmetic Act to
provide for uniform food safety warning notification re-

quirements, and for other purposes.
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Be it enacted by the Senate and House of Representa-

tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE:.
tH by steikine “or” at the end of paragraph
4
sertie a cottia; and
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“SEC: 403B: UNIFORMITY IN FOOD SAFETY WARNING NOTI-

FICATION REQUIREMENTS.

abottt & food by a manufactarer or distribttor
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of & food i any manner; sweh as throngh o
rehrtie o totifiertion diselostres or other dis-
semination of mformation by & State or politieat
sebdivision

to & food; means any statement; vighettes or
preserrt o bz fo et or sefets wd

tett that provides for o warnte shal wot be
cotrstrted fo tefer o ahy tedqrttertent of prohi-

from paragraph 6) or ) of seetion 403M{a) or
sthseetion {o); for o regquirement of the State or =
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B)
the Seeretary may Hupose; for steh a requirement
that—
iodertion of any apphicabl : ot prohi-
and oral presentation of views durihe a puble eom-
ment pertod deseribed i paragraph (3 a nattenal
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cottent durtte a pertod speetfied by the See-
taken or 18 hkely to be takens 1 evers ease; the
Seeretty o comphe with any reqrirerrent of dhis
order the Seeretary to comply withih a pertod deter-
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1 By eBNERAE—A State may establish & re-

eteaths
tional standard relating to the requirement not

“E?) ACION ON PEPERION
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8
sprenents of subsection (hi
Seeretary to comply within a pertod determined
S Pevrtese—H i Shrte estabbishes a0 pe
hter-

20

21 this =eetion or seetton 030 relatine to a tood shall be

22 econstried to prevent o State or politteal subdiviston of &
24 & requiremtent that is tdentiesd to a requirement of this
25 et whether o not the Seetetms s protdented o reot
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1 latton or tssted a pohey statement relatine to the reqiire-

2 ment

3
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4 i this seetioh of seettor H57F relatine to o food <haH

20

be eonstraed to prevent a State or pohttend subdiviston of
a Shate frott estabhshtes erdorettes o econtirite e oef-
feet a requirement relating to—

2 a eonster advisory relatine to food sant
eotrespotditte sttty proviston of steh o Coder—

21 sueh Aet (23 TLS.C 343—Hb)) is amended by addine at
22 the end the followine:

23 “The pequirements of paracraphs (3) and (4 of seetion
24 403B{b) shalt apply to any sueh petitions i the seme
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to & petition desertbed i seetion 403Bh)=
SECTION 1. SHORT TITLE.

7

This Act may be cited as the “National Uniformaity

1

2

3

4

S for Food Act of 20007
6 SEC. 2. NATIONAL UNIFORMITY FOR FOOD.

7 (a) NATIONAL UNIFORMITY.—Section 403A(a) of the
8 Federal Food, Drug, and Cosmetic Act (21 U.S.C. 345—
9

1(a)) 1s amended—

10 (1) by striking “or” at the end of paragraph (4);
11 (2) i paragraph (5), by striking the period and
12 mserting a comma; and

13 (3) by adding at the end the following:

14 “(6) any requirement for the labeling of food de-
15 scribed in section 403(j), or 403(s), that is not iden-
16 tical to the requirement of such section, or

17 “(7) any requirement for a food described in sec-
18 tion  402(a)(1), 402(a)(2), 402(a)(6), 402(a)(7),
19 102(c), 402(f), 402(g), 404, 406, 408, 409, 512, or
20 721(a), that is not identical to the requirement of
21 such section.”.

22 (b) UNIFORMITY IN FOOD SAFETY WARNING NOTIFICA-

23 TION REQUIREMENTS.—Chapter IV of such Act (21 U.S.C.

24 341 et seq.) is amended—
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(1) by redesignating sections 403B and 403C as

sections 403C and 403D, respectively; and
(2) by inserting after section 4034 the following

new section:

“SEC. 403B. UNIFORMITY IN FOOD SAFETY WARNING NOTI-

FICATION REQUIREMENTS.
“(a) UNIFORMITY REQUIREMENT.—

“(1) IN GENERAL.—FExcept as provided in sub-
sections (¢) and (d), no State or political subdivision
of a State may, directly or indirectly, establish or
continue i effect under any authority any notifica-
tion requirement for a food that provides for a warn-
g concerning the safety of the food, or any compo-
nent or package of the food, unless such a notification
requirement has been prescribed under the authority

of this Act and the State or political subdivision noti-

Jication requirement 1s identical to the notification

requirement prescribed under the authority of this
Act.
“(2) DEFINITIONS.—For purposes of paragraph
(1)—
“(A) the term ‘notification requirement’ in-
cludes any mandatory disclosure requirement re-
lating to the dissemination of information about

a food by a manufacturer or distributor of a food
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m any manner, such as through a label, labeling,
poster, public notice, advertising, or any other
means of communication, except as provided in
paragraph (3);

“(B) the term ‘warning’, used with respect
to a food, means any statement, vignette, or
other representation that indicates, directly or by
vmplication, that the food presents or may
present a hazard to health or safety; and

“(C) a reference to a notification require-
ment that provides for a warning shall not be
construed to refer to any requirement or prohibi-
tion relating to food safety that does not involve
a notification requirement.

“(3) CONSTRUCTION.—Nothing in this section

shall be construed to prohibit a State from conducting
the State’s notification, disclosure, or other dissemi-
nation of information, or to prohibit any action
taken relating to a mandatory recall or court injunc-
tion involving food adulteration under a State statu-
tory requirement identical to a food adulteration re-
quirement under this Act.

“(b) REVIEW OF EXISTING STATE REQUIREMENTS.—

“(1) EXISTING STATE REQUIREMENTS; DEFER-

RAL.—Any requirement that—
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“(A)(1) 1s a State notification requirement
for a food that provides for a warning described

m subsection (a) that does not meet the unai-

SJormaty requirement specified in subsection (a);

or

“(11) 1s a State food safety requirement de-
seribed in paragraph (6) or (7) of section 403A
that does not meet the uniformity requirement
specified in that paragraph; and

“(B) 1s in effect on the date of enactment of

the National Uniformaty for Food Act of 2000,
shall remain in effect for 180 days after that date of
enactment.

“(2) StaTE PETITIONS.—With respect to a State
notification or food safety requirement that is de-
seribed in paragraph (1), the State may petition the
Secretary for an exemption or a national standard
under subsection (c). If a State submits such a peti-
tion within 180 days after the date of enactment of
the National Uniformity for Food Act of 2000, the no-
tification or food safety requirement shall remain in
effect until the Secretary takes all administrative ac-
tion on the petition pursuant to paragraph (3), and
the time periods and provisions specified in para-

graph (3) shall apply in liew of the time periods and

*S 1155 RS
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provisions specified in subsection (¢)(3) (but not the

time periods and provisions specified in subsection

(d)(2)).
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“(3) ACTION ON PETITIONS.—

“(A) PuBLicATION.—Not later than 270
days after the date of enactment of the National
Uniformity for Food Act of 2000, the Secretary
shall publish a mnotice in the Federal Register
concerning any petition submaitted under para-
graph (2) and shall provide 180 days for public
comment on the petition.

“(B) TmME PERIODS.—Not later than 360
days after the end of the period for public com-
ment, the Secretary shall take final agency ac-
tion on the petition.

“(C) JupiciaL, REVIEW.—The failure of the
Secretary to comply with any requirement of
this paragraph shall constitute final agency ac-
tion for purposes of judicial review. If the court
conducting the review determines that the Sec-
retary has failed to comply with the requirement,
the court shall order the Secretary to comply
within a period determined to be appropriate by

the court.

“(¢) EXEMPTIONS AND NATIONAL STANDARDS.—
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“(1) EXEMPTIONS.—Any State may petition the
Secretary to provide by regulation an exemption from
paragraph (6) or (7) of section 403A(a) or subsection
(a), for a requirement of the State or a political sub-
division of the State. The Secretary may provide such
an exemption, under such conditions as the Secretary
may impose, for such a requirement that—

“(A) protects an important public interest
that would otheruise be unprotected, in the ab-
sence of the exemption;

“(B) would not cause any food to be in vio-
lation of any applicable requirement or prohibi-
tion under Federal law; and

“(C) would not unduly burden interstate
commerce, balancing the importance of the pub-
lic interest of the State or political subdivision
against the impact on interstate commerce.

“(2) NATIONAL STANDARDS.—Any State may pe-
tition the Secretary to establish by requlation a na-
tonal standard respecting any requirement wunder
this Act or the Fair Packaging and Labeling Act (15
US.C. 1451 et seq.) relating to the regulation of a
Jood.

“(3) ACTION ON PETITIONS.—

*S 1155 RS
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“(A) PUBLICATION.—Not later than 30

days after receipt of any petition under para-
graph (1) or (2), the Secretary shall publish such
petition in the Federal Register for public com-
ment during a period specified by the Secretary.
“(B) TIME PERIODS FOR ACTION.—Not

later than 60 days after the end of the period for
public comment, the Secretary shall take final
agency action on the petition. If the Secretary is
unable to take final agency action on the peti-
tion during the 60-day period, the Secretary
shall inform the petitioner, in writing, the rea-
sons that taking the final agency action is not
possible, the date by which the final agency ac-
tion will be taken, and the final agency action
that will be taken or is likely to be taken. In
every case, the Secretary shall take final agency
action on the petition not later than 120 days
after the end of the period for public comment.

“(4) JupiciaL REVIEW.—The failure of the Sec-
retary to comply with any requirement of this sub-
section shall constitute final agency action for pur-
poses of judicial review. If the court conducting the
review determines that the Secretary has failed to

comply with the requirement, the court shall order the
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Secretary to comply within a period determined to be
appropriate by the court.
“(d) IMMINENT HAZARD AUTHORITY.—

“(1) IN GENERAL.—A State may establish a re-
quirement that would otherwise violate paragraph (6)
or (7) of section 403A(a) or subsection (a), 1f—

“(A) the requirement s needed to address
an vmmanent hazard to health that is lLikely to
result in serious adverse health consequences or
death;

“(B) the State has mnotified the Secretary
about the matter involved and the Secretary has
not wnitiated enforcement action with respect to
the matter;

“(C) a petition 1s submaitted by the State
under subsection (c) for an exemption or na-
tional standard relating to the requirement not
later than 30 days after the date that the State
establishes the requirement under this subsection;
and

“(D) the State institutes enforcement action
with respect to the matter in compliance with
State law within 30 days after the date that the
State establishes the requirement under this sub-

section.
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“(2) ACTION ON PETITION.—

“tA) IN GENERAL—The Secretary shall
take final agency action on any petition sub-
matted under paragraph (1)(C) not later than 7
days after the petition 1s recevved, and the provi-
stons of subsection (¢) shall not apply to the peti-
tion.

“(B) JupIiciAL REVIEW.—The failure of the
Secretary to comply with the requirement de-
scribed n subparagraph (A) shall constitute
Jinal agency action for purposes of judicial re-
view. If the court conducting the review deter-
maines that the Secretary has failed to comply
with the requirement, the cowrt shall order the
Secretary to comply within a period determined
to be appropriate by the court.

“(3) DURATION.—If a State establishes a re-
quirement in accordance with paragraph (1), the re-
quirement may remain in effect until the Secretary
takes final agency action on a petition submitted
under paragraph (1)(C).

“(e) NO EFFECT ON PRODUCT LIABILITY LAW.—Noth-

23 ing in this section shall be construed to modify or otherwise

24 affect the product liability law of any State.
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“(f) No EFFECT ON IDENTICAL LAW.—Nothing in this
section or section 403A relating to a food shall be construed
to prevent a State or political subdivision of a State from
establishing, enforcing, or continuing n effect a require-
ment that is identical to a requirement of this Act, whether
or not the Secretary has promulgated a requlation or issued
a policy statement relating to the requirement.

“(g) NOo EFFECT ON CERTAIN STATE LAW.—Nothing
wm this section or section 4034 relating to a food shall be
construed to prevent a State or political subdivision of a
State from establishing, enforcing, or continuing in effect
a requirement relating to—

“(1) freshness dating, open date labeling, grade
labeling, a State inspection stamp, religious dietary
labeling, organic or natural designation, returnable
bottle labeling, unit pricing, or a statement of geo-
graphic origin; or

“(2) a consumer advisory relating to food sanita-
tion that 1s 1mposed on a food establishment, or that
1s recommended by the Secretary, under part 3—6 of
the Food Code 1ssued by the Food and Drug Adminis-
tration and referred to in the notice published at 64
Fed. Reg. 8576 (1999) (or any corresponding similar

provision of such a Code).
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“(h) DEFINITION.—In section 4034 and this section,
the term ‘requirement’, used with respect to a Federal action
or prohibition, means a mandatory action or prohibition
established under this Act or the Fair Packaging and Label-
mg Act (15 U.S.C. 1451 et seq.), as appropriate, or by a
requlation issued under or by a court order relating to, this
Act or the Faiwr Packaging and Labeling Act, as appro-
priate.”.

(¢) CONFORMING AMENDMENT.—Section 403A(b) of
such Act (21 U.S.C. 343-1(b)) 1s amended by adding at
the end the following:

“The requirements of paragraphs (3) and (4) of section
403B(c) shall apply to any such petition, in the same man-
ner and to the same extent as the requirements apply to

a petition described in section 403B(c).”.
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